
tthe ©alette of Jfndia 



ststotw *• 

EXTRAORDINARY 


hft ii—«nrsr 3 —rr-trnr (») 

PART II—Section 3-—Snb-section (i) 

urtvaiu if spwrfanr 
PUBLISHED BY AUTHORITY 



424 ] *rf is, 1991 /ntftt 27 , 1913 

No. 424] NEW DELHI, MONDAY, NOVEMBER 18,1991/KARTIKA 27, 1913 


r*r *rnT «f «nss ifWT <1 «mft 5 * twinf Wk «r$ *ran wnw ^ <rr if 

rm m w* 

Separate Paging is given to this Part in order that it may be filed as a 

separate compilation 


fctw aih ttou 

(rrre«r faTrnr) 

rrfsrf^rr 

*ri fasftr. 1 s riw 3 . 1991 

»TT. spr fft. 693('*) > 3ft 3 - JPITSH ft79 ’TRST, 

194 6 ^TT 3ft 3 R-^pfenT fT 3 ft ft ftp 3 VrftpPT ftlW ^>T ftlRrftrfftpT 

nrEt| fair %f5i7T *r- ir* sftqfir sftv. rrqnPT HR-fti ^rfsrpTflrvr, 

1940 ( 1940 R 23) ftf 5TTTT 12 ftt 3 33 (TRf SRR wfftwf 
5fTT Srftftt ftTft |tr, sfrrfft JpRTlftr WW 3 fttt ft- 'RPT# RR 
^ tr^-pT sprRr qiBftr f>, -3 °ft tfRrftf ftf srtefPTfiR ftft *nrr 
sirftfftt ftr hrpfrT % ftp 3 spprfsR ftfnr htpt, t, ftnft wt 
smrf^ iftft ftr =rflm, I 3 ft 3 jts ft siftt t ft- 
^pen( fftq-jft <r -Jff "'TRi 3 ? ft, fsqpPi i’t T P>m ftr sftpft, ftm 
qfSRfRf SpPTftFT ftf 3Tfftt t, ftt "aR^T-sW ^RT ft ^Tlftf 
I, *n~ ft 3 ! ftr qftij ftf ’Rrrfft T 3 *T 1 '3 3 T% TRR fft^R ftl^T 
^l-ftTi : 

Oft waftr nr 'prft t 3 , ftt "3R UP' 1 ! ftprftr ftr wtr 

TO r ftrftfftR qftft ftr 3 Rrrft=r % ift fftT Rfftr ft btr bpt, 

ftrsfa R fft^-R ft 333 ! I 


STPfq- ftqrr 
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2 . 3ftqfg- 3 ft 3 3r*nsRT rrmr fftR. 1945 ft, 

(R) ftm 139 ft, (^) -jrfftRf ( 2 ) % xi rrT r> ftrRftrfecr 
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( 2 ) ^R'Jprr qf 333 ? 3 rpRfft: "i - IL” ft fti^rf?^ si-ft^rsff 
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(ii) -3-Tft-TJT (3) 3ftr 3 'Tft-q-iT ( 4 ) ^7f ftt7 \WW 
XPRT l] 
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(15) fl-pnw trfftKrt, -Iff Tf first A -jinfrftrfT 1 

(it) firsts tm (krtfr krs) 

(if) fafarn ttt fTR'/'rjip 5 rt 

(?) ITSR'T npttlt 

(t) trq 

] i TffTtTr if war Til fTTTiTT "A TTTr $ 

S. AWiW : 

^TTTT 

(T) fatS ^T 
(iff) fatt TjT 

(T) fafrl ttff f-T-r TV TTtfra (TCT .'TTTI'IT Kt) 

(■d ) TiTt sV 3frir>TTr TPfff 
(t) Ttst Tr 
(t) Tit (^f vrmr j;t) 

(w) TPT fffff 

10 T Wt TV ftTlfw <r TTrffr ff 1 

S. t«T T ftt WftT A TT$ mA TfHV fafjffwt :- V?Tf 
fprfiffowf ti rrftT ’^ttt'tt Tvrnft if fTf-rtfur farr twtt fwi 
ftr Tf TfftfWT fTTf TV T% f% T tTffft % ft" ftttTT g 

1 . nroit-wfSTiir m$ tTTT*. Ttrfr 1 
TPTtTT : 

(TV) TV 

(tT) trpjspf ft«T'T TT 
(TT) TTtftW (TTCfi TTW-TT ^T) 

(t) ark tk sk 5 '#* wtt 

(t) tttt TtT 

10 T'itfrrr v m tt favTlts tv twt t 1 

2 . TTTSrvifk ^rf 

Hit : 

(T) t<T ft’ff'TFW 

(t) ffTSTT ftTff^rnjTT (rj*T 3 Ttm TT T^r) 

(n) kvfat kff 
(jv) 'JTTVT frpq TV TFT 
(¥) kts/wrtr 
(t j 'vroi sfk trtZRrfr st-j 

(s) vfmqfr ttttj; 

(t) *rrrTf>Tt (ar*f triruTT p) 

(sh) afk wt-t (.prf V fst) % fk^fhr t 
ffn; 5 wfiTT T 'fTT (for TtfsjT 10 T'lifriT V «kt 

tt f*pjnk®r tv irv?fr % i 

1 ark 2 % ft<T tttt kirn 71 ; : 

•ll TT)t Vlj'f (jt F EJTk ff^TT ®T Tfi »wplft Tfl arfinil | 
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(tj) ftftfiW wsf ktft 5t‘rr i tpjjvu tt tijj 
WITTT Tl IIRFVT T| TTHtA I 

(T) TTHTt? T ftt UTifTiT if tn WlA Tt-ff WTR TffKffl 
tv «pr ijivt fti: % if rmt tr i so° i, 

or wwr TmT^iff -(4 %*r% J Tw 'ttv^tt i 

( V T) T'TVTft TVTT THT TTSTt Tt TTTmTf tTT TT 120 J 
it tv fefr uprr ^ f fffRr'dW fk-n Tm^r 1 

(t; fTf'.tft % ( %r ttzfR if ^rrq -nt y»i‘i tin 
w;*r ^ ?[f ? f trr TT'-ff^iv nt, *difr 5<r 
; t 4r-t airt*f -fY< wr^T ht it «tt ®rnfT i 

("f) "TnT'T ” T f'-Ttr TTftTI 4 VTrrr Tit Tlk TTrffPV >TnW 

Tfr tfJTFJ Tfipr !['ft 1 

(Ti) t4t!T T-T*3 TfT Hr<or T:¥t affr T$f tr$t WWf 
;fr, 5 T«v t TfTitt apr JtJfT.r Tifl i 

it— fnoiH 

(t) qrvj-jivi r-.; (tt;[ t>:( wrtrrt: jr i 
(rj) fwn 

(n) sTTTt hmt T’k artr fTFrt sTrrr 
(n) jtt wi t T f 
(t) fkrt TtftTT 

(t) ntfift vrrar (ur^r Tijt tr-rinrT ;jt) 

(a) WfRt k?rrt a^TR 

(T) tw TTtTT I 

1 5 T<WlTT T dt?r Tf fTTutt ^T TRTt ’{ I 
fr-TTTrtaTt) r lTJ «r>T 
TtWT : 

(t) ftTtr?r tvf^t fav'ts It 
- (sr) f'TSrr.T Ttwr I 
(t) vrrr^ afrt Tfr^rttr T'Tttvr i 
(tt) TOT STTra. I 

15 Ti’infk’. T liff Ti fwftt TV arnfl % I 
aft—tvs ti|if7 
i'VW’. 

(t) kit t f 

(w) fwff ff'tr 
(t) tnf t^tt 
(t) Tttt fffr ?r\pr 
(ff) HVffFTtS, ffttviir Tf*R trif 

TFftT ftaris Tfftt 1 5 ffifrfteT *fr M'S tt ftvTfff'Od ffff srat 

if 1 

sit—tn tiT tT ks srift 
i. rmrnrff ts TfrrT 

TTtiT : 

(ffr) Tttif Tt TTPI 

(iff) vjrn fiits (tmt 
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(it) FEEE EfR SJspft 

(») ttttt E^rf eV eape^t trief 

EEfEE fERTE E%E 15 ERElER E STE ET fEErfRRT RE 
W| T'TT £ I 

2- *E EF 
EEETF : 

(e) trt et ertte 

(v) eret -eft, ee et Free k t.riEft (^rat eirwe 

ifr) 

(it) fasmsEirT'fr*Tf?riT Rrrrr Free ^ 

(it) r$eee i^r ee 
(r) tee eti£ teter 
(e) fEEfnT E&frE 

15 EJTEPF E rrPrfTRT SR Er fETEfnr Er SJITffr £ I 
a. TIT EEE (ETEr) 

STREET : 

(e) M -tfr erPe 

(E) gET fEEE IfJ TTTT 7 ! EfE*4E 

(it) FREE BeeI 

(e) tttjt kttR snrrsr 

eePre fEEk eP^e 15 eeeitt % ^gr tr fEErfar rP 

SSTTET £ I “REET" e)t "W" *E flEE % fERplT E pRE we 
EEE-E!TE f(TE ErfaE , 

E—SJETEE EfEE 

wet: 

(IT) ETEEfETRT EpT 7 ! EEET/RFTZ 

(if) ETERT ETEff RFR TTERE TTEE STURT 

(it) TEErw fEEflE SREr 

(it) ETFETE £e ET f 

(#) RT>TE 

(e) EEEEfEE/EREE/ERfrE 
(®) fEET ee 

(e) fafasr ewe Fee 
( fr) EfiRElEE 
(R) rHt 

(3) EERS 

(a) eFthe eIiee, eeeettt err 

stetee eteet Rr hr rt tt fqErrrfir % Erg 10 wf e'Itt 
v eteee we Ef firofTnr R?r wtet £ 1 

Ret EtoEw Pre re sIe fRpEE steeI e sTErEET e ttief*je 

MeETE % Phr £ I TE% RTplfTRE ETTRTTET EfrET E RSERT ETETff 

ref: feirt, eFee etevF e weft e Ire eePe erte rsF ejetet 
R frsjriwEh ee tAwe E4lEETWTRp'ftrERTErR?riTTEiTf i 

fWEW WWTT 1 

wEgsff Ef tttRt wfwrE w^wiee srrfsrrrPr e Freeteett 
% weIe t^t ^e - ^ Trirfr f, ePr tee( eit ete ftr 


PrfirjrEr *rf^Tr«T n^k ttIt Prtf irT kitr r t>it |e 
PtEtf jtiVt rE 'rfTfRtPnff 4 PttEr rttitt rt TPt ifr:- 
rTit Rsrin ttirhitt 3 1 

f^TR EiiTT 2 

TRi'mvTSlTfff'TWTJTTkf'tT» ; 1 TTift% RTT[5F'T ^ TnURt flV 
STFlt T IerTt % fiRE ifTpSTT irtfUi*^, TriTT StV RfF 7 r iRi 7 t 
TRRTTTiT JTTpJTFr Tf, W^5Tp?T>T|Yt H?r TTfSTTTff RTT iTR 
E FTT 51- FT imrsrT T - PtT ETfrTA TTfRTT TTTr TpRE 
rtt ■3te > rttt Tfr T ettret <Pr nr? eft rtt PriTiPjTiT 
?rm 1 

Irtr tot :i 

TTEgET tTI It TRR RTfiT-TT W<fl RT FTITTiff RT fo n . TTIsT R 
lEfTT TpT ERF f«rkfFI fRTE T|Tt \ \ flift 5fET TTETSTT 

Tr IRJE , WEFT tTT giFT snftr %, SRf YTTlTT STRirl E EfTT 

wett SI 1 wT/fm srrfjmFT RErdE rIt eet et Pe 

STRiff Rrr W TpkPrT kfEETE dfRETET TT RRiPt 

* (tIt fTRTT Tf tEIE E FjE R7 TtjttET TfRT, ERTE, 

RHT EETEFT E^T ETE E'TfsTE RR^wf ^T ERpETf 

RE 3TR RFE El"H EE^TffRffT^r RE TEE ETTRERT J'TiRTR 

RTTE RE fERE RE TT fR^REftTTF jftET I 

[ERRT ERE-1 1 I) 1 4/ 1 2/RH—TT e_E ee , OR RT er; e] 
<(RIJ ET«Tf, ERRE EpRR 

EpRpJ STREET ETERfT PfRE, 19 4.=:, 1-5-74 ERTE“TTEUTlftrE 
TpT EHRTFRirfyTEfTRFRFRTE (RRTR«Efa«rr>T) TRRTF E fTEE 
EVTftr EF STErdR ETEffT, WpJpTEE WtT Pm (R> IT , ift <IR) 
•<fr EpErpRE % ET-iflT-T S I ERE’EIE^ TRE fEEET E 
eft E ElETE EF-2 RE (3)(i) $ ERsrfEE fECrNPlE 
wfagEETET JTE EEtfdE pRE EE 

1- ET.ET.Pr I 241 Emig- (i-Ui-1 !I74 

2. ET ET.fE. 1 242 Elfw fi-UI-1 974 

3. ET. RE.fE, 1 243 ETfET T,-10-79 

4. ET. ET.fE. 12 3 1 ETRtlJ 12-10-39 

5. ET. ET. Pt. L'tOETfllE ] 9-1-SO 
»',. Ef.ET.fE. 7 74 EkTCf 2 0-7-S0 

7. ET.ET.Pr. 54(1 (E) EFRT 22-y-SO 
s. ET.Er.fr. i,so (e) epIrt 5 - 12 -so 
1). El.ET.fE. HS! (ar) ? EEtET 5-12-80 

10. ET, ET. fE. o 32(E) ET^W5-12-Sll 

11. ET. ET. fE. 27(E) Ep 1 tor 17-1-8 1 

I 2 ET. ET. fE, 478 (E) eYw 0-8-S1 
13- ET. ET. fE 02(E) EFtEf 15-2-82 

14. El. ET. fE. 402 (Wj EFPJ 22-0-82 

15. ET.ET fE. 510 (E) EFfE 20-7-82 
10 ET.ET fE. fE 1.1(E) EFTO 20-7-82 

17. ET. ET fE. 3 13(E) EFfU 1-5-84 

18. ET. ET. fE 3 31 (e) EFfE 8-5-8 1 

] 9 ET. ET. fE. 400 (e) ET’fW 20-0-84 
20. ET, ET fE, 487 (e) Ei'FfU 2-7-84 




[wft it—3(i)l vtrrm t.t■ 

2 1. m. VI f4 89 (W) UtTliy H.-2-S5 

22 . *rr vt fa- 7 hk (w) nrYig mEssr i(i- 1 n-s:i 
22. UT.Vr. fir 17(w) mA*? 7-I-R4 
24 *4T,V4. fa. ](i49 (w) 4r*far 24-5-S9 
25 . nr vi.fa. iitun (xt) ?ti^w s-y-se 

2(> UT -HI. fa, 1115 (?T) VtfW 3II-4-8M 
27- *n Vl.fa 7|(*T) .90-1-87 

215 *tl,Vt.fa. 57n(w) I 2-11-8 7 

29 *14 VI,fa 02 5 (W) TTfUg 2-7-87 
HO. *TT Vl.fa 792(W) 9r f 03- 17-9-87 

:ii *tt vi.fa. ,m(ir) i 4-3-8* 

9 2 *n vt. fa. 7s(«0 nfapj 2 -o-ms 

33, "TT TT.fa. 1175(*U VFpg 2-8-88 
31 *4t. VT. fa Ij70(w) ^lfp3 2-H-M.S 
35 nT.VT.fa, 0 7 7 (W) m*W 2-o-sx 

ay m.vT.fa e«i(*r) nfara o-o-rs 
37 . *41.14. fa. 735(w) m^RST 2 4- 6-8 8 

3 «. ®rr.*frr.f^r. Hia(tt) mfw 27 - 7-88 

39 . *tt. vr.fa. 944 ( 54 ) ?Tr^r«r 21 - 9 - 8 K 

40. *TT. VT.fa. 4l((5ST) nTfing 20-1-89 (wfg'rg) 

41. *4T VT.fa 44(w) *tT r ‘t*J 211-1-89 (jrfjpRr) 

42 . ut.vt fa. 100 ( 14 ) nfarer u- 2 - 8 ,s 

-in m.vr.fa. 443 ( 14 ) nr^ng 12 - 1-39 

44 . *tt. vr.fa. 5s8(iT) *n*rar 2 - h -sf (wfgqsr) 

4 5 HT.TT.fa. 091(14) PI^PS 11-7-89 

40. m.vr.fa. 7si(w) gpfar 28-8-89 

■17- 'TT.V4.fa. 10 (iff) ^TT'^YjST 10-1-40 

48 ITT . VT . fa . 7.11 (it) UT^RST 23-8-90 

49. *44,VI.fa. 805(54) TFW 25-10-90 

50. 4TT . VT . fa . 11(14) 4Pig 7-1-1991 

51. *TT . "fTT. f=T. 223(54) -TT^TTsT 19-4-1991 

52 *rr.VT,fa. 24o(w) aUng 1 - 5-1991 

MINISTRY OF HEALTH AND FAMILY 
WELFARE 

(Department of Health) 
NOTIFICATION 

New Delhi, the lSth November, 199J 

G.S.R. 693(E).—The following diuft of certain 
rules further to amend the Drugs and Cosmetics 
Rules,^ 1945, which the Central Government propose 
to make in exercise of the powers conferred by sec¬ 
tions 12 and 33 of the Drugs and Cosmetics" Act, 
1940 (23 of 1940), after consultation with the Drugs 
Techncail Advisory Board, is hereby published as re¬ 
quired by the said sections, for the ihfdrmttioii of all 



persons likely to be affected thereby, and notice is 
hereby given that the said draft will be taken into 
consideration on or after the expiry of a period of 
sixty days from the date on which the copies of the 
Oiliciul Gazette in which Ihw notification is publish¬ 
ed are made available lo the public ; 

Any objection or suggestion which may be receiv¬ 
ed Irom any person wi-h icspeet to the said draft be¬ 
fore the expiry of the period so specified will be taken 
into consideration by the Central Government. 

DRAFT RULES 

1. These rules may be called the Drugs and Cos¬ 
metics (Amendment) Rules, 1991. 

2. In the Drugs and Cosmetics Rules, 1945,—- 

(1) In rule 139,—(a) for sub-rule (2), the follow¬ 
ing sub-rule shall be substituted, namely 

“The factory premises hull comply with the re¬ 
quirements and conditions specified in Sche¬ 
dule M-1F'. 

(b) Sub-rules (3) and (4) shall be omitted. 

(2) After Schedule M 1, the following Schedule 
shall be inserted, namely :— 

“SCHEDULE M (II) 

(See rule 139) 

REQUIREMENTS OF FACTORY PREMISES 
FOR MANUFACTURE OF COSMETICS 

J. GENERAL REQUIREMENTS 

(A) Location and surroundings.—The factory shall 
be located in a sanitary place and hygienic conditions 
shall be maintained in the premises. Premises shall 
not be used for residence or be interconnected with 
residential areas. It shall be well ventilated and clean. 

(B) Buildings.—-The buildings used for the factory 
shall be constructed so as to permit production under 
hygienic conditions. The wails of the room in which 
manufacturing operations are carried out, shall be 
upto a height of six feet from the Hour, be smooth, 
water-proof and capable of being kept clean. The llo- 
oring shall be smooth, even and washable and shall 
be such as not to permit of retention or accumula¬ 
tion of dust. 

(C) Water supply.—The water used in manufac¬ 
ture shall be of potable quality. 

(T3) Disposal of water.—-Suitable arrangements 
shall be made for disposal of waste water. 

(E) Health, clothing and sanitary requirements of 
the stall,—All workers shall he free from contageous 
or infectious diseases. They shall be provided with 
clean uniforms, musks, headgears and gloves wher¬ 
ever required. Washing facilities shall be provided. 

(F) Medical Services.—Adequate facilities for first 
lid shall be provided, 

(G) Working benches shall be provided for carry¬ 
ing out operations such as filling, labelling.packing etc 
Such benches shall be fitted with smooth, impervious 
lops capable of being washed. 
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(HJ Adequate facilities shall be provided for wash¬ 
ing and drying of glass containers if the same are to 
be used for packing the product. 

II. Requirements of Plant and Equipment : 

The following equipment, area and other require¬ 
ments are recommended for the manufacture of— 

A. Powder.—Face powder, cake makeup, compacts, 
face packs, masks and rouges etc. 

Equipment ; 

(a) Powder mixer of suitable type provided with 

a dust collector. 

(b) Perfume and colcui blender. 

(c) Sifter with sieves of suitable mosh size. 

(d) Bell mill or suitable grinder. 

(c) Trays and scoopc (stainless steel). 

(f) Filling and sealing equipment provided' with 

dust extractor. 

(g) For compacts :— 

7 (i) a separate mixer (ii) Compact pressing 

machine. 

(h) Weighing balance. 

(i) Storage tanks. 4 

An area of 15 sq. meters is recommended. The 
section is to be provided with adequate exhaust fans. 

B. Creams, lotions, emulsions, pastes, cleaning 
milks, shampoos, pomade, brilliantine, shaving creams 
and hair oils etc. 

(a) Mixing and storage tanks. 

(b) Heating kettle—steam, gas or electrically 
heated. 

(c) suitable agitator. 

(d) Colloidal mill or homogeniser (wherever ne¬ 

cessary). 

(e) Triple roller mill (Wherever necessary). 

(f) Filling and sealing equipment. 

(g) Weighing balance with weights and measur¬ 
ing devices. 

An area of 25 sq. meters is recommended. 

C. Nail Polishes and Nail Lacquers. 

1, Equipment : 

(a) A suitable mixes. i 

(b) Storage tanks, I 

(c) Filling machine—hand operated of power 

drivem. 1 

(d) Measuring devices. 

An area of 15 sq. meter is recommended. The sec¬ 
tion shall be provided with flame proof exhaust .sys¬ 
tem. 
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2. Premises : 

(a) It shall be situated in an industrial area. 

(b) It shall be scpaiale from other cosmetic 
manufacturing areas by metaljbrick partition 
upto ceiling. 

(c) Floors, wails, ceilings and doors shall be 

lire proof- 

fd) Smoking, cooking and dwelling shull not be 
permitted and jig naked flame shall be 
brought in the premises. 

(e) All electrical wiring and connection* shall 
be concealed and main electric switch shall 
be outside the manufacturing area. 

(f) All equipment, furniture and light fittings in 

the section shall be flame proof. 

(g) Fire extinguisher like foam and dry powdci 
and sufficient number of buckets containing 
sand' shall be provided. 

(h) All doors of the section shull open outward*. 

3. Storage : 

All explosive solvents and ingredients shall be 
stored in metal cupboards or in a separate 
enclosed area. 

4. Manufacture : 

(a) Manufacture of htequar stiall not be under 
taken unices the above conditions are com¬ 
plied with. 

(b) Workers shall be asked to wear shoes wF'* 
rubber sole in die sections. 

5. Other requirements : 

No objection certificate from the local Fire 
Brigade Authorities shall be fumishi d. 

IX Lipsticks and IJpgloss etc. 

Equipment: 

(a) Vertical mixer. 

(b) Jackctted kettle—steam, ggs or electrically 
heated. 

(c) Mixing vessel (stainless steel). 

(d) Triple roller mill|Ball mill. 

(e) Moulds with refrigeration facility. 

(f) Measurig devices. 

An area of 15 sq. meters is recommended. 

E. Depilatories • 

Equipment • 

(a) Mixing tanks. 

(b) Mixer. 

(c) Triple roller mill or homogeniser (Where 
necessary) 

(d) Filling and sealing equipment. 

(e) Weighing balance. 
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(f) Moulds (where neccssaiy) 

(g) Measuring devices. 

An area of 10 sq. meters is recommend ’d 

F. Preparations used for Eyes. 

Such preparations shall be manufactured under 
strict hygienic conditions to ensure that these are safe 
for use. 

J. Eyebrows, Eye Joshes. Eye lines etc. 

Equipment : 

(a) Mixing tanks. 

(b) A suitable mixer. 

(c) Hojnogcmser (where necessary'. 

(d) Filling and sealing equipment. 

(e) Measuring devices. 

An area of 10 sq. meters Is recommended. 

2. Kajal and Surma 
Equipment : 

(a) Base steriliser 

(b) Powder steriliser (dry hea' 1 oven). 

(cl Stainless steel tanks. 

(cl) A suitable Mixer. 

(o' Stainless steel sieves. 

(f) Filling and sealing arrangements. 

(g) Weighing balance. 

(h) Homogeniser (where necessary) 

(0 Penile and Mortar (for Smma) 

An area of 10 sq. meter; with a separate 
area of 5 sq. meters' for base sterilisation 
is recommended. 

Other requirements for 1 and 2 : 

(a) False ceiling shall be provided wherever 
required. 

(b) Manufacturing area diall be made fly proof. 

An airlock or an aircurtain shall be provi¬ 
ded. 

(c) Base used for’ Kajal shall be sterilised by 
heating the base at 150 degree C for requi 
red time in a separate enclosed area. 

(d) The vegetable carbon black powder shall be 
sKrili 'ed in a drying oven at 120 degree C 
for inquired <ime. 

(e) All u‘ensils!used are manufacture shall be 
of stainless steel and shall be washed with 
detergent water, antiseptic liquid and again 
with distilled wa’cr. 

(f) Containers used for ‘Kajal’ shall be clean 
and sterile. 

(g) Workers shall put on dean overalls and 
use handgloves wherever necessary. 


Ci. Aerosole 
Equipment : 

(a) Air compressor (wherever necessary) 

(b) Mixing tanks 

(c) Suitable propellant filling and crimping 
equipments 

(dj Liquid filling unit 

(e) Leak testing equipment 

(f) Eire extinguisher (wherever necessary) 

(g) Suitable filtration equipment 

(h) Measuring equipment. 

An area of 15 sq. meters is recommended. 

If. Alcoholic Fragrance Solutions. 

Equipment : 

(a) Mixing tanks with stirrer 

(b) Filtering equipment. 

(c) Filling and scaling equipment, 

(d) Measuring equipment. 

An area of 15 sq. metcis is recommended, 
i. Hair Dyes. 

Equipment . 

(a) Stainless steel tanks 

(h) Mixer 

(c) billing Unit 

(d) Weighing balance 

(e) Mask, gloves and goggles. 

An area of 15 sq. meters with proper exhaust is re¬ 
commended. 

.1. Tooth Powders and Tooth Pastes etc. 

1. Tooth Powder in General 
Equipment • 

(a) Weighing balance 

(b) Dry mixer (powder blender) 

(c) Stainless steel sieves. 

(d) Powder filling and sealing equipments 

An area of 15 sq. int, with proper exhaust is re- 
:o mm ended. 

2. Tooth Pastes 

Equipment : 

(a) Weighing balance 

(h) Kettle-—steam, pa-; or electrically heated 
(where necessary) 

(c) Planelory mixer with deaerator system 
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(d) Stainless steel tanks 

(e) Tube filling equipment 

(f) Crimping machine. 


An additional area of 15 sq. meters is recommen¬ 
ded. 

3. Tooth Powder (Black.) 

Equipment . 

(a) Weighing balance 

(b) Dry mixer powder blender 

(c) Stainless steel sieves. 

(d) Powder filling arrangements. 

An area of 15 sq. meters with proper exhaust is 
recommended. Areas for manufacturing “Black” and 
“White” tooth powders should be separate. 

K. Toilet Soaps : 

Equipment : 

(a) Kettles pans for saponification 

(b) Boiler or any other suitable heating arrange¬ 
ment. 

(c) Sui'able stirring arrangement. 

(d) Storage tanks or trays 

(e) Driers 

(f) Amalgamator chipping machine 

(g) Mixer 

(h) Triple roller mill 

(i) Granulator 

(j) Plodder 

(k) Cutter 

(11 Pressing, stamping and embossing machine. 

A minimum area of 10 sq. meters is recommended 
for the small scale manufac ure of toilet soaps- 

The areas recommended above are for basic manu¬ 
facturing of different, categories of cosmetics. In addi¬ 
tion to that separate adequate space for storage of 
raw materials, finished products, packing materials 
shall be provided in factory premises. A tes'ing labo¬ 
ratory shall also be provided. 

Note No.-I 

The above requirements of Schedule are made sub¬ 
ject to the modification at the discretion of the Licen¬ 
sing Authority, if he is of the opinion that having re¬ 
gard to the nature and extent of the manufacturing 
operations it is necessary to relax or alter them in the 
circumstances of a particular case. 

Note No -IT 

The above requirements do not include require¬ 
ment of machinery, equipments and premises re¬ 
quired for preparation of containers and closers of 
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different categories of cosmetics. The Licensing Autho¬ 
rity shall have the discretion tc- examine the suitabi¬ 
lity and adequacy of the machinery, equipments and 
premises for the purposg taking into considera'ion of 
the requirements of the licensee. 

Note No.-lll 

Schedule M-II specifies equipments and space re¬ 
quired for certain categories of cosmetics only. There 
are other cosmetics items vie. Attars, Perfumes etc. 
which are not covered m the above categories. The 
Licensing Authority shall, in respect of such items 
or categories o f cosmetics, have the discretion to exa¬ 
mine the adequacy of factory premises, space, plant 
and machinery and other requisites having regard to 
the nature and extent of the manufacturing operations 
involved and direct the licensee to carry on necessary 
modification in them. 

[No. X-l 1014; 12'88-DMS&PFA] 
B. S. LAMB A, Jt. Secy. 

Note . The Drugs and Cosmetics Rules, 1945 as 
amended upto 1-5-1979 is contained in the publica¬ 
tion of the Ministry of Health and Family Welfare 
(Department of Health) containing the Drugs and 
Cosmetics Act and the Rules (RDGHS-61). Subse¬ 
quently the said rules have been amended by the fol¬ 
lowing notifications published in Part II, Section 3, 
Sub-section (i) of the Gazette of India, namely :— 

1. GSR 1241 da'ed. 6-10-1979 

2. GSR 1242 dated. 6-10-1979 

3. GSR 1243 dated. 6-10-1979 

4. GSR 1281 dated, 12-10-1979 

5. GSR 430 dated. 10-04-1980 

6. GSR 779 dated. 26-07-1980 

7. GSR 540(E), dated, 22-09-1980 

8. GSR 680(E), dated, 5-12-1980 

9. GSR 631(E), dared 5-12-1980 

10. GSR 682(E), dated 5-12-1980 

11. GSR 27(E), da'ed 17-01-1981 

12. GSR 478(E), dated, 6-08-1981 

13. GSR 62(E). dated 5-02-J9S2 

14. GSR 462(E). dated 22-06-1982 

15. GSR 510(E), dated €6-07-1982 

16. GSR 13(E), dated 7-01-1983 

17 GSR 318(E), dated 1-05-1984 

18. GSR 331(E), dated. 8-05-1984 

19. GSR 460(E). dated 20-6-1984 

20. GSR 487(E), dated, 2-07-1984 

21. GSR 89(E), da'ed 16-02-1985 

22. GSR 788(E), dared 10-10-1985 

23. GSR 17(E), dated 7-01-1986 

24. GSR 1049(E), dated 29-08-1986 

25. GSR 1060(E), dated 5-09-1986 

26. GSR 1115(E)., dated 30-09-1986 
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27. GSR 71(E), dated 30-01-1987 

28. GS R570(E), dated 12-06-1987 

29. GSR 626(E), dated 2-07-1987 

30. GSR 792(E), dated, 17-09-1987 

31. GSR 371(E), dated 24-03-1988 

32. GSR 75(E), dated 2-06-1988 

33. GSR 675(E), dated, 2-06-1988 

34. GSR 676(E), dated, 2-06-1988 

35. GSR 677(E), dated 2-06-1988 

36. GSR 680(E), dated, 6-06-1988 

37. GSR 735(E), dated, 24-06-1988 

38. GSR 813(E), dated, 27-07-1988 

39. GSR 944(E), dated 21-09-1988 Corrigendum 



40. GSR 43(E), dated, 20-01-1989 Corrigendum 

41. GSR 44(E), dated 20-01-1989 Corrigendum 

42. GSR 100(E), dated, 14-02-1989 Corrigendum 

43. GSR 443(E), dated 12-04-1989 

44. GSR 588(E), dated 2-06-1989 Corrigendum 

45. GSR 691(E), dated 11-07-1989 

46. GSR 784(E), dated, 28-08-1989 

47. GSR 16(E), dated, 10-1-1990 

48. GSR 731(E), dated, 23-8-1990 

49. GSR 865(E), dated, 25-10-1990 

50. GSR 11(E), dated 7-1-1990 

51. GSR 223(E), dated, 19-4-1991 

52. GSR 246(E), dated, 1-05-1991 
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